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US FDA joint advisory committee recommends approval of weight loss drug 1
Orlistat 60mg capsules for over-the-counter use

Low-dose orlistat has potential to be the only FDA-approved weight-loss treatment
availgble over-the counter in US

Roche announces that the U.S. Food and Drug Administration’s (FDA) joint Nonpreacription
Prugs and Endocrinologic and Metebolic Drugs Advisory Committee recommended (11 to 3)
that orlistat 60 mg capsules be approved for over-the-counter use in the United States to promote
weight logs In overwelght adults, when used along with a reduced calorie, low-fat diet, If approved
by FDA, OTC orlistat, which GlaxeSmithKline Consumer Healthcare proposes to market under
the brand name Alli (pronounced AL-eye), would be the only FDA-epproved weight loss drug
available over the counter. Alli would be indicated for use by overweight adults elong with a
reduced calorie, low-fat diet,

GlaxoSmithKline Consumer Healthcare currently promotes prescription Xenical (orlistat 120mg)

in the U.S. following an agreement with Roche. Xenical will rerain available by prescription for

obesity management including weight loss and weight maintenance when used in conjunction

with a reduced-calorie diet and to reduce the risk for weight regsin after prior weight loss in PR@CESSED
patients with an initial body mass index (BM1) 230 kg/m® or 227 kg/m’ in the presence of other

risk factors (eg, hypertension, disbetes, dyslipidemia). Xenical will continue to be marketed by / FED g i 2@&5
| Roche under the throughout the rest of the world. THOMSO
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The safety and efficacy of Xenical, which has been marketed as o prescription drug in the U.S,

since 1999, is supported by mare than 100 controlled clinical studies conducted in more than 30

countries, including the four-year landmark XENDOS trial, the longest study ever of a weight loss (\
medicine, which demonstrated a reduced risk of progressing to diabetes, Xenical has been used in \
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more than 22 million patient treatments in 145 countries

Orlistat Is a weight-1oss medication that works locally in the gut by inhibitin,
dietary fat and does not act centrally, Orlistat should be used in conjunction
calorie diet that contains no more than 30 percent of calotles from fat, Following such a diet
maximizes weight loss and minimizes unwanted gastrointestinal treatment

advice on adopting a healthy eating plan will be provided in the Alli program,

About the Overweight Population
In recent years, while the prevalence of the US population being overweight hds consistently
remained sround 30%, the prevalence of obesity has risen steadily,’ Research shggests that
overweight individuals appear to be on the pathway to obesity,* a condition that is associated
with an increased risk of developing health problems such as hypertension, typp 2 disbetes and
heart disease.! Factors that can contribute to belng overweight include an sbunflance of high-
calorie foods, low levels of physical activity, behavior, environment, and genetifs.’ Custently, 65
percent (or approximately 130 million) of U.S. adults are overweight or obese, yccording to the

National Institutes of Health.’

About Roche
Headquartered in Basel, Switzerland, Roche is one of the world's leading researgh-focused
healthcare groups in the flelds of pharmaceuticals and dlagoostics. As 2 supplier|of innovative

products and services for the early detection, prevention, diagnosis and treatmedgt of disease, the
Group contributes on a broad range of fronts to improving people’s health and quality of life.
Roche is a world leader in diagnostics, the leading supplier of medicines for cancer and
transplantation and a market leader in virology. Roche employs soughly 65,000 people in 150
countries and has R&D sgreements and strategic alliances with numerous psrtners, Including
majority ownership interests in Genentech and Chugsi. Additional information about the Roche
Group is available on the Internet (www.roch2,com).
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Addidt;nal information

- Managing your weight: www.reche-gbesdityunet
-About GlaxoSmithKline: wwv,gsk.cam



.-

Roche Group Media Office

Phone: +41-61-688 8888 / e-mail: basel.medigofice@rochasom
- Bagchi Durr

- Alexander Klauser

- Daniel Piller (Head of Roche Group Medie Office)
- Katja Prowald (Head of $cience Communications)

v Martina Rupp

! Hedley AA, Ogden CL, Johnson CL, Qarroll MD, Currin LR, Flegal KM, Prevalence of ove
US children, adolescencs, and adules 1999-2002. JAMA 2004;291:2847 2830,
XM, Carroll MD, Ogden CL, Johnson CL. Prevalence and trends in obesity among US
2002.268. 1728.1722. -
? McTigue KM, Garvere IM, Popkin BM. The nacural history of the development of obesity in s
sdults between 1981-1998, Ann Iiern Med 2002;) 36:857-864,
“ Center; for Dizease Control and Prevention: “Overweight and Oberiey.” A/ iwwew gdc povin
Acr.cued 12722/08,
¥ Cenrers for Disesse Control ead Prevencion, "Overwe-gh: and Obemy- Contributing Factors”
puufmsmm,l_staLu.umMrcqw.‘m ng ;m'&.m» Accessed 12/22/05.
Deparyment of Health and Hurmn $ervices “Statisrics Related to Overweight and Obesity.
bm/fwjn nidlkihgo/satisdapraval Aceessed 12/22/08,

tand obericy among
s, {999-2000. JAMA

ohort of young US

Y




